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-~ Part 15 Public Hearing:
Comb1nat10n Products Containing
- = - Live Cellular Components N
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Cellular based therap1es n development
| autologous cell therapies, cancer vaccines,
o fageneftherap1es, xenografts

- - @ Commercial products: Epicel, Carticel
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- e Cultured epldermal autograft

prohferatlve cultured autologous keratmocytes
on petrolatum gauze backmg

' burns (>30% TBS) and congenital g1ant
%3 pigmented nevus

@ Epicél available to patients since 1988
@ 1997 designated medical device

Indleated for deep dermal or full thlekness |
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@ 1998 HUD des1gnat10n given (~ 100 pts. /year)
LB February 1999 - HDE submitted

1 January 2000 - Epicel discussed at FDA.
Xenotgansplant subcommittee (due to 3T3
% . mouse feeder cell line used for growing |
- keratinocytes) ~- | '1".
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: Cogﬁdera%ons for*Regulatmn
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., g | Manufaoturmg Controls

‘ ‘ - 7GMPS \. o |

J~ ; - process & assay validation

.+ - source materials (cell source, aux1llary products)
“ - faseptlc processmg procedures

D env1ronmental control
o pat1ent ID & lot tracking

b B - prodiict testlng & shelf-life (sterility testmg)
N Safety & Effectiveness
= | - controlled ol1mcal trials
o ﬂex1ble approaoh |
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Mode*o‘f Actlon & Product Deslgnatlon
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"l | L1V1ng cells release cytokines & other. - ®

i i substrates that contrlbute to the effectlveness |

© | of the. product | |

_\Scaffold matrix or blomaterlals considered
‘ dehvery system for optlmlzlng/ facilitating

e effect. of cell being delivered o .
- : . Con31stent approach to all products co,ntammg

j human hvmg cells P
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Eroduet Desrgnatlon & Proposed
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B i“Current products regulated within CDRH

should remain.

-
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a New cell contarmng products & new
2 mdlcatrons should be regulated by CBER

’ H Need clearly defined processes (guidances) -
1 - for: eombmed review of applications W1th

. CDRH

ol Worldwrde harmomzatron |

A e EU current 1n1t1at1ves
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